PMUSA Clinical Evaluation Clinical Process: 

Destruction of unused study product at end of clinical study conduct 

Date: 23 December. 2003 


After statistical database lock, an investigative site may destroy any unused study product 
according to the site’s Standard Operating Procedure for drug destruction if; 

■ the pharmacy close-out monitoring report (study product accountability) is 
completed. 

■ the monitor provides written authorization for destruction of unused study 
product. 

■ the PMUSA Study Manager has reviewed the pharmacy close-out monitoring 
report, has no queries, and provides written authorization (e-mail is adequate) to 
the site for destruction of unused study product 
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